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- 77?e MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1 704(b). 

Status 

1)^ Responsive to communication(s) filed on 01 April 2006 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^3 Claim(s) 10-1 5 and 25-27 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 10-15 and 25-27 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (0- 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Pa P© r No(s)/Mail Date. . 

3) S Information Disclosure Statement(s) (PTO-1 449 or PTO/SB/08) 5 ) d Notice of Informal Patent Application (PTO-1 52) 

Paper No(s)/Mail Date 12/01/04 . . 6) □ Other: . 

U.S. Patent and Trademark Office 

PTOL-326 (Rev. 7-05) Office Action Summary Part of Paper No./Mail Date 20060524 
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DETAILED ACTION 
Applicants Response to Restriction Requirement Acknowledged 

1 . Applicant's election, without traverse, with the Group I Invention along with 
clopidogrel and ridogrel as the elected species is acknowledged. Claims 1-9, 16-24 and 
28 are withdrawn from further consideration by the examiner, 37 CFR 1.142(b), as being 
drawn to a non-elected claims. 

Status of Application 

2. By Amendment filed April 18, 2006, claims 1-9, 16-24 and 28 have been 
cancelled. Claims 10-15 and 25-27 are currently pending for prosecution on the merits. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 10-15 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for term "reduction of restenosis 5 ', does not 
reasonably provide enablement for "inhibition of restenosis". The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to practice the invention commensurate in scope with these claims. 



The factors to be considered in determining whether a disclosure meets the 
enablement requirement of 35 U.S.C. 112, first paragraph, have been described in In re 
Wands, 8 USPQ2d 1400 (Fed. Cir. 1988). Among these factors are: (1) the nature of the 
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invention; (2) the state of the prior art; (3) the relative skill of those in the art; (4) the 
predictability or unpredictability of the art; (5) the breadth of the claims; (6) the amount 
of direction or guidance presented; (7) the presence or absence of working examples; and 
(8) the quantity of experimentation necessary. When the above factors are weighed, it is 
the examiner's position that one skilled in the art could not practice the invention without 
undue experimentation. 

The instant claims are drawn to a composition comprising combination of ADP 
receptor antagonist such as clopidogrel and a thromboxane A2 receptor antagonist such 
as ridogrel that is useful for inhibition of restenosis. The American Heritage Dictionary 
(Second College Edition, 1982) defines the term "inhibit" as "to restrain or hold back; 
prevent; to prohibit; forbid etc. . .". The interpretation of the instant claims allows for the 
prevention, cure, eradication or total elimination of restenosis by the administration of 
said compounds. 

It is generally known that restenosis is difficult to treat with medications and 
there are no approved drugs for the prevention of restenosis after angioplasty yet ("The 
Cardiac Disease Epidemic", Doug Orr, www.medicalimagingmag.com, 2003; "Drug- 
Eluting Intra-Coronary Stents: Have We Got the Magic Bullet?", Journal of Postgraduate 
Medicine, 7/1/2003, Dhindsa, S.). Therefore, it is not understood how one skilled in the 
art can reasonably establish the basis and the type of subject to which the instant 
compounds can be administered in order to have the "inhibition", prevention, completely 
cure or eradication effect. 
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The relative skill of those in the art of pharmaceuticals and the unpredictability of 
the pharmacy art is high. The specification does not provide any competent evidence or 
disclosed tests that are highly predictive for the preventive utility of the instant 
compounds. 

There is no evidence of record which would enable the skilled artisan in the 
identification of the people who have the potential of becoming afflicted with the disease 
or disorder claimed herein. Furthermore, there is no demonstrated correlation that the 
tests and results apply to the claimed prophylactic utility embraced by the instant claims. 

Since the efficacy of said composition in inhibiting or preventing restenosis 
mentioned above cannot be predicted from a priori but must be determined from the case 
to case by painstaking experimental study and when the above factors are weighed 
together, one of ordinary skill in the art would be burdened with undue "painstaking 
experimentation study" to use the invention commensurate in scope with the claims. 



Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the invention thereof by the applicant for patent. 



The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
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Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AIPA 35 U.S.C. 102(e)). 

4. Claims 10-13 and 25-27 are rejected under 35 U.S.C. 102(a) as being anticipated 
by Applicant's admitted prior art of the record (page 42, lines 15-20). 

Applicants admitted prior art of the record discloses a combination of ADP 
receptor antagonist such as clopidogrel, ketanserin and thromboxane A2 receptor 
antagonist such as ridogrel. 

Since the interpretation of the instant claims allow for the inclusion of any other 
unspecified ingredients even in major amounts in a composition, the applicant's admitted 
prior art of the record anticipates the claimed invention. 

Since there is no limitation in the claims that said composition must be in the 
form of single composition, the prior art combination of clopidogrel, ketanserin and 
ridogrel anticipates the claimed invention. 

Applicant's statement of intended purpose of using said composition for the 
inhibition of restenosis or the recitation of functional properties or characteristics of said 
composition having cardiovascular therapeutic effect is not limited to the interpretation of 
instant claims since such properties or characteristics deem to be inherent to the prior art 
composition. Therefore, the prior of the record anticipates the claimed invention. 



Claim Rejections - 35 USC § 103 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the 

various claims was commonly owned at the time any inventions covered therein were 

made absent any evidence to the contrary. Applicant is advised of the obligation under 

37 CFR 1.56 to point out the inventor and invention dates of each claim that was not 

commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

prior art under 35 U.S.C. 103(a). 

5. Claims 10-15 and 25-27 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Applicant's admitted prior art of the record (page 42, lines 15-20). 
In case the claimed composition is in the form of single composition, 
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Applicants admitted prior art of the record discloses a combination of ADP 
receptor antagonist such as clopidogrel, ketanserin and thromboxane A2 receptor 
antagonist such as ridogrel. 

The teaching of Applicant's admitted prior art of the record differs from (i) the 
claimed invention in the single composition and (ii) the specific dosage concentration, 
namely "no greater than 100,000 nanomolar" or "no greater than 10,0000 nanomolar". 

However, it is obvious to combine two compositions each of which is taught by 
prior art to be useful for same purpose; idea of combining them flows logically from their 
having been individually taught in the prior art. The combination of active ingredient 
with the same character is merely the additive effect of each individual component. See 
In re Kerkhoven, 205 USPQ 1069 (CCPA 1980). 

With respect to the dosage concentration of each active ingredients, generally, 
differences in concentration will not support the patentability of subject matter 
encompassed by the prior art unless there is evidence indicating such concentration is 
critical "Where the general conditions of a claim are disclosed in the prior art, it is not 
inventive to discover the optimum or workable ranges by routine experimentation." In re 
Aller, 220 F.2d 454, 456, 105 USPQ233, 235 (CCPA 1955). See also In re Hoeschele, 
406 F.2d 1403, 160 USPQ 809 (CCPA 1969). 

Conclusion 

6. No Claim is allowed. 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian Kwon whose telephone number is (571) 272-0581. 
The examiner can normally be reached Tuesday through Friday from 9:00 am to 7:00pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel, can be reached on (571) 272-0718. The fax number for this 
Group is (571) 273-8300. 

Any inquiry of a general nature of relating to the status of this application or 
proceeding should be directed to the Group receptionist whose telephone number is (571) 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications may be obtained from Private PAIR only. For 
more information about PAIR system, see http://pair-direct.uspto.gov Should you have 
any questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll free). 

Brian Kwon 
Patent Examiner 
AU 1614 



272-1600. 




